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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 22-24, 26, 29, and 33 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Solano et al. (U.S. 4,921 ,478). Solano et al. discloses a catheter 
including an elongated inner member (22, 38) and a flexible longitudinally oriented outer 
member (24, 28) that is operably attached to the distal portion of the inner membrane. 
When a stent is coupled to a distal portion of the flexible outer sheath of the catheter 
and the delivery device is positioned proximate a target site, the elongated inner 
member is retracted and the flexible outer member folds adjacent an inner side of the 
stent to cause the stent to be deployed (Fig. 2, 5A-5C, and col. 5 lines 54-68). 
Depending on the placement of the stent, it will expand from a distal to a proximal end. 

3. Regarding claims 23-24, Solano et al. discloses a dilation balloon 84 at the end 
of the inner member. When inflated, this cap has a diameter greater than the diameter 
of the stent when the stent is disposed on the flexible outer member and has not yet 
been expanded by the outer member (see Fig. 9C, 9D). Sometime between the steps 
depicted in Fig. 9C and 9D, the occluding balloon (77) is totally expanded and the outer 
member has not yet folded over, causing expansion of a stent placed on it. 

4. Regarding claim 29, see col. 5, lines 5-7. 
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5. Regarding claim 33, the flexible outer member is considered a sheath since it 
covers inner member (22, 38). 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claim 1, 2, 5, 6, 8, 12-21, 34 and 35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Kaplan et al. (U.S. 5,571 ,086) in view of Foster (U.S. 
6,500,182). Kaplan et al. discloses a catheter system including a flexible outer member 
(302) and an elongated inner member (320) and a stent being disposed on the outer 
member of the catheter. When the flexible outer member folds adjacent an inner side as 
seen in Fig. 3C, the stent is deployed. The end sections of the expandable portion (304) 
of the outer member (302) form an inverted fold since they are no longer parallel with 
inner member (320). Kaplan et al. discloses a cap portion as seen in Fig. 3A-C at the 
distal end of the expandable portion (304). Examiner is considering the portion beyond 
the expandable region (304) to be the cap portion. 

8. Regarding claim 5, positioning of the stent along the catheter system will 
determine how it is deployed. 

9. Regarding claim 8, see col. 8 lines 11-18. 
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10. Regarding claims 15-17, Kaplan et al. discloses that it is old and well known in 
the art to including a drug-eluting matrix with a stent delivery system (col. 2 lines 30-67 
and claims 1 , 2). Kaplan et al. discloses that the drug is a therapeutic agent, and 
therefore a therapeutic substance. 

1 1 . Regarding claim 1 8, Kaplan et al. further discloses a fitting (21 0 or 212) 
configured to accommodate a syringe on the hub for delivery of a therapeutic agent. 

12. Kaplan et al. fails to disclose that when the elongated inner member is retracted, 
the flexible outer member folds and also fails to disclose a locking hub system. 

13. However, Foster discloses that it is old and well known in the art to cause folding 
of a flexible outer member by retracting an elongated inner member (Fig. 17, 18, col. 9 
lines 31-67). Foster further discloses that the inner member may be locked into position 
by a locking hub or other well-known means to prevent accidental folding of the outer 
member while it is withdrawn from the body. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify the device disclosed by Kaplan et al. to connect 
the distal ends of the inner and outer members and add a locking hub system such that 
when the inner member is retracted, the outer member folds adjacent an inner side of 
the stent as made obvious by Foster in order to gain the advantage of a convenient 
locking means to prevent accidental folding of the outer member during its withdrawal 
from the body. 

14. Regarding claims 19-21, the details of the method steps are disclosed in the 
modified device of Kaplan et al. The device is placed proximate the target site and then 
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the inner member is retracted which folds the outer member adjacent an inner side of 
the stent and deploys the stent (Fig. 4D of Kaplan and col. 9 lines 31-67 of Foster). 

15. Regarding claims 13, 14, 34, and 35, the size of both the cap and the outer 
member will determine how large the stent will be in its expanded configuration. 

16. Claims 3 and 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kaplan et al. in view of Chobotov et al. (U.S. 6,733,521). Kaplan et al. discloses the 
invention substantially as stated above, but fails to disclose that the diameter of the cap 
portion is greater than the diameter of the stent when the stent is disposed on the 
flexible outer member or that the cap portion has a bullet shape. 

17. However, Chobotov et al. discloses that it is old and well known in the art to 
include a bullet shaped cap on a delivery system. Chobotov et al. discloses that cap 
(44) provides a streamlined bullet shape for easy passage within a patient lumen or 
vessel (col. 5 lines 52-56). Chobotov et al. further discloses a cap portion with a larger 
diameter than that of the stent before it has been expanded (Fig. 1). The larger diameter 
of the cap prevents the stent from slipping off the distal end of the device. Therefore, it 
would have been obvious to one of ordinary skill in the art to modify the invention 
disclosed by Solano et al. to include a bullet shaped cap made obvious by Chobotov et 
al. in order to gain the advantage of easy passage within a patient lumen or vessel and 
to avoid accidental displacement of the stent in the distal direction. 

18. Claim 7 is rejected under 35 U;S.C. 103(a) as being unpatentable over Kaplan et 
al. in view of Ryan et al. (U.S. 5,108,416). Kaplan et al. discloses the invention 
substantially as stated above but fails to disclose a cap that is made of silicone. 
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19. However, Ryan et al. discloses that it is old and well known in the art to include a 
cap which is made of silicone on a delivery device. Silicone is an ideal material because 
it is a resilient polymer. The end cap serves to prevent axial displacement of the stent 
as the delivery system and stent are guided through a patient. Therefore, it would have 
been obvious to one of ordinary skill in the art to add a silicone cap made obvious by 
Ryan et al. to the device disclosed by Kaplan et al. in order to gain the advantage of 
having a resilient cap that is not easily damaged and aids in navigation of the device 
through a human body. 

20. Claims 9 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kaplan et al. in view of Dubrul (U.S. 2002/0161392). Kaplan et al. discloses the 
invention substantially as stated above, but fails to disclose that the outer member 
comprises braided stainless steel wire or a plurality of wires. 

21 . However, Dubrul et al. discloses that it is old and well known in the art to use 
braided stainless steel wire or a plurality of wires for an outer member [0060] in a 
delivery device. These materials are well known in the art as strong materials that can 
form flexible, durable outer members that must move from expanded to contracted 
conditions. Therefore, it would have been obvious to one of ordinary skill in the art to 
modify the device disclosed by Kaplan et al. to include an outer member made from a 
plurality of wires or of braided stainless steel wire made obvious by Dubrul et al. in order 
to gain the advantages of a strong, flexible, and durable outer member. 

22. Claim 10 is rejected under 35 U.S;C. 103(a) as being unpatentable over Kaplan 
et al. in view of Vrba et al. (U.S. 6,623,504). Kaplan et al. discloses the invention 
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substantially as stated above but fails to disclose that the cap portion includes a 
radiopaque marker. 

23. However, Vrba et al. discloses that it is old and well known in the art to include a 
radiopaque marker on the cap portion. Vrba et al. discloses that a radiopaque marker 
allows the physician to determine the position of the distal tip of the catheter within the 
body (col. 2 lines 47-68). Therefore, it would have been obvious to one of ordinary skill 
in the art to modify the device disclosed by Kaplan et al. to include a radiopaque marker 
on the cap portion made obvious by Vrba et al. in order to gain the advantage of being 
able to determine the position of the distal end of the catheter within the body. 

24. Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Solano 
et al. in view of Chobotov,et al. (U.S. 6,733,521). Solano et al. discloses the invention 
substantially as stated above, but fails to disclose a cap that is bullet shaped. 

25. However, Chobotov et al. discloses that it is old and well known in the art to 
include a bullet shaped cap on a delivery system. Chobotov et al. discloses that cap 
(44) provdes a streamlined bullet shape for easy passage within a patient lumen or 
vessel (col. 5 lines 52-56). Therefore, it would have been obvious to one of ordinary skill 
in the art to modify the invention disclosed by Solano et al. to include a bullet shaped 
cap made obvious by Chobotov et al. in order to gain the advantage of. easy passage 
within a patient lumen or vessel. 

26. Claim 27 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Solano et al. in view of Foster (U.S. 
6,500,182). Solano et al. discloses a first hub (56) attached to the proximal end of the 
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inner member and a second hub (30) attached to the proximal end of the outer member. 
The hubs can be locked together when gasket arrangement (40 and 44) is tightened. 
Solano et al. discloses that tan appropriate amount of tightening of the gasket 
arrangement allows for axial movement of the inner member while maintaining the 
sealing of the inflation lumen. It is reasonable to assume that further tightening would 
eventually lock the inner member in place and therefore, the hubs would be locked to 
each other. If the inner tube is locked when it is at its most distal position, the flexible 
outer member is fully extended. 

27. Alternatively, Foster discloses that it is old and well known in the art to have a 
locking arrangement in order to prevent longitudinal movement of an inner member with 
respect to an outer member in order to avoid accidental deployment of expanding 
members, which could result in tissue damage (col. 9, lines 30-51). Therefore, if the 
locking mechanism disclosed by Solano et al. is not believed to be equipped to tighten 
to the point of preventing longitudinal movement of the inner member, it would have 
been obvious to one of ordinary skill in the art to modify the device disclosed by Solano 
et al. to have the gasket system prevent longitudinal movement of the inner member 
with respect to the outer member as made obvious by Foster in order to prevent 
accidental folding and expansion of the outer member. 

28. Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Solano 
et al. in view of Ryan et al. Solano et al. discloses the invention substantially as stated 
above but fails to disclose a cap which is made of silicone. 
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29. However, Ryan et al. discloses that it is old and well known in the art to include a 
cap which is made of silicone on a delivery device. Silicone is an ideal material because 
it is a resilient polymer. The end cap serves to prevent axial displacement of the stent 
as the delivery system and stent are guided through a patient. Therefore, it would have 
been obvious to one of ordinary skill in the art to add a silicone cap made obvious by 
Ryan et al. to the device disclosed by Solano et al. in order to gain the advantage of 
having a resilient cap that is not easily damaged and aids in navigating through a 
human body. 

30. Claims 30 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Solano et al. in view of Dubrul (U.S. 2002/0161392). Solano et al. discloses the 
invention substantially as stated above, but fails to disclose that the outer member 
comprises braided stainless steel wire or a plurality of wires. 

31 . However, Dubrul et al. discloses that it is old and well known in the art to use 
braided stainless steel wire or a plurality of wires for an outer member [0060] in a 
delivery device. These materials are well known in the art as strong materials that can 
form flexible, durable outer members that must move from expanded to contracted 
conditions. Therefore, it would have been obvious to one of ordinary skill in the art to 
modify the device disclosed by Solano et al. to include an outer member made from a 
plurality of wires or of braided stainless steel wire made obvious by Dubrul et al. in order 
to gain the advantages of a strong, flexible, and durable outer member. 

32. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over Solano 
et al. in view of Vrba et al. (U.S. 6,623,504). Solano et al. discloses the invention 
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substantially as stated above but fails to disclose that the cap portion includes a 
radiopaque marker. 

33. However, Vrba et al. discloses that it is old and well known in the art to include a 
radiopaque marker on the cap portion. Vrba et al. discloses that a radiopaque marker 
allows the physician to determine the position of the distal tip of the catheter within the 
body (col. 2 lines 47-68). Therefore, it would have been obvious to one of ordinary skill 
in the art to modify the device disclosed by Solano et al. to include a radiopaque marker 
on the cap portion made obvious by Vrba et al. in order to gain the advantage of being 
able to determine the position of the distal end of the catheter within the body. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathleen Sonnett whose telephone number is 571-272- 
5576. The examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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